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DETAILED ACTION 

In a telephonic interview with Jasbir Sagoo on 1 1.21/03, Applicant asserts that in 
the response of paper No:1 1 on 09/02/03, Applicant does not intend to elect all of 
groups 25-48, but rather Applicant means to elect only one group, group 26, claims 1-7, 
1 1-16, as drawn to a method of detecting prostate cancer, comprising determing the 
mRNA level of SMARCD3, with traverse. 

Applicant's election with traverse of group 26, Claims 1-7, 11-16, SMARCD3 in 
Paper No. 11 is acknowledged and entered. Affirmation of this election must be made by 
Applicant in response to this Office action. 

Claims 1-33 are pending in the instant application and Claims 8-10, 16-33 have 
been withdrawn from further consideration by the Examiner under 37 CFR 1 .142(b) as 
being drawn to non-elected invention. 

Group 26, Claims 1-7, 11-15, are currently under prosecution. Claim 16, drawn to a 
method detecting prostate cancer, comprising detecting a combination of at least two 
SMARC markers, has been withdrawn from consideration, as being drawn to non- 
elected invention. 

The traversal is on the following ground(s): 

1 . Applicant asserts that there are only two SMARC markers, e.g. SMARCD3 or 
SMARCD1 , and therefore, the number of groups of invention would be reduced. 

2. Applicant asserts that the Examiner concedes that linking claims are presented 
that link the SMARC family of markers that exhibit an altered expression associated with 
prostate cancer. Applicant asserts that thus upon allowance of a linking claim, the 
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restriction requirements to the linked invention shall be withdrawn with regard to any 
claims dependent from or otherwise including all the limitation of the allowable linking 
claims. 

3. Applicant asserts that all of the methods that are based on methods for detecting 
nucleic acids should be grouped together. That is claims 1-7, 11-16 (groups 25-48), 
claims 17-21 (groups 73-96), claims 22 and 33 (group 98), claim 23 (group 100), and 
claims 25 and 27 (group 104) should be grouped into one group. Applicant asserts that 
although there are different objectives, the same methods and reagents are used a) to 
assess whether a subject is afflicted with prostate cancer, b) to assess the progression 
of prostate cancer, c) to assess the efficacy of a therapy, d) to assess a potential test 
compound that may trigger prostate cancer, e) to identify compounds useful for treating 
prostate cancer. Applicant asserts that the expression levels are all measured, using the 
same reagents to detect the nucleic acids. 

Applicant further asserts that the groups all belong to the same class and 
subclass, and thus a single search would suffice for all the groups. 

Applicant asserts that in addition, claim 24 (group 102) and claims 30-31 (group 
106) also involve measuring nucleic acids, and thus should be grouped together with 
the above groups. 

4. Applicant asserts that similar arguments apply for claims 1-10,16 (groups 1 -24), 
claims 17-21 (groups 49-72), claims 22 and 33 (group 97), claim 23 (group 99), claims 
25-26 (group 103), and claims 28-29 (group 105), all in one class 435, subclass 7.1, 
and should be in one grouped, because even though the method objectives are 
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different, the reagents and methods used to measure SMARC polypeptide levels remain 
the same. 

Applicant's traverse has been considered, but are found not to be persuasive for 
the following reasons: 

1 . Contrary to Applicant arguments, there are five SMARC markers, as disclosed in 
Ring et al, 1998, IDS# on , which is incorporated by reference to the instant application 
(specification, p. 7, lines 18-22), i.e. SMARC1, SMARC2, SMARCD1, SMARCD2 AND 
SMARCD3 (Ring et al, abstract). Further, Applicant discloses that various known 
SMARC genes are applicable to the instant invention (specification, lines 18-19), and 
that this invention pertains not only to a SMARC nucleotide sequence alone, but 
embraces other polynucleotides that have a SMARC nucleotide sequence within them, 
such as SMARCD3 (specification, lines 24-26). Therefore, based on the disclosure of 
the instant application, one would reasonably interpret that the claimed SMARC makers 
encompass all five different SMARC polynucleotides, as taught by Ring et al. Thus the 
number of groups of invention would be not reduced. 

2. The Examiner agrees that claim 1 is a linking claim linking different groups of 
SMARC markers family, as recited in the Office action of paper No: 10, on 07/29/03, 
and that if claim 1 is allowable, upon allowance of the linking claim, claim 1, the 
restriction requirements to the linked invention shall be withdrawn with regard to any 
claims dependent from or otherwise including all the limitation of the allowable linking 
claims. 
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3. Concerning claims 1-7, 11-16 (groups 25-48), claims 17-21 (groups 73-96), claims 
22 and 33 (group 98), claim 23 (group 100), and claims 25 and 27 (group 104), claim 24 
(group 102) and claims 30-31 (group 106), they are patentably distinct, because not 
only they have different objectives, their method steps, response variables, criteria for 
success are not the same. Further, their searches are based on different databases, 
and not solely on classification search, and are not co-extensive. Therefore it would be 
a serious burden for the Examiner to search all the groups together. 

The requirement is still deemed proper and is therefore made FINAL. 

Accordingly, group 26, claims 1-7, 11-15, SMARCD3 are examined in the instant 
application, wherein claims 1-7, 1 1 -1 5 are examined only to the extent of a method of 
detecting prostate cancer, comprising determing the mRNA level of SMARCD3. Claim 
16, drawn to a method detecting prostate cancer, comprising detecting a combination of 
at least two SMARC markers has been withdrawn from consideration, as being drawn to 
non-elected invention. 

For the purpose of compact prosecution, it is assumed that claim 2 is drawn to a 
method of claim 1 , wherein said marker is a mRNA of SMARCD-3 marker or portion 
thereof. 

OBJECTION 

Claims 1-7, 1 1-15 are objected to because part of claims 1-7, 11-15 are drawn to 
non-elected invention, i.e. 1) a method for assessing whether a subject is afflicted with 
prostate cancer, comprising detecting a difference in protein level of expression of 
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SMARC markers, 2) a method for assessing whether a subject is afflicted with prostate 
cancer, comprising detecting a difference in mRNA level of expression of a SMARC that 
is different from SMARCD-3, e.g. SMARC1, SMARC2, SMARCD1 , SMARCD-2, or a 
combination of different SMARC markers. 

REJECTION UNDER 35 USC 101, UTILITY 

35 U.S.C, 101 reads as follows: 

"Whoever invents or discovers any new and useful process, machine, 
manufacture, or composition of matter or any new and useful improvement 
thereof, may obtain a patent therefore, subject to the conditions and 
requirements of this title". 
Claims 1-7, 11-15 are rejected under 35 U.S.C. 101 because the claimed 
invention is not supported by either a specific, substantial asserted utility or a well 
established utility. 

Claims 1-7, 1 1-15 are drawn to a method for assessing whether a subject is 
afflicted with prostate cancer, comprising detecting a difference in mRNA level of 
expression of the transcribed SMARCD-3 marker or a portion thereof, between a normal 
control sample and a sample from said subject. Said marker corresponds to a 
transcribed polynucleotide or portion thereof. Said level of expression is assessed by 
detecting the presence of a transcribed polynucleotide or portion thereof. The 
transcribed polypeptide is a mRNA or a cDNA. The presence of the transcribed 
polypeptide or portion thereof is detected by amplification or by detecting the presence 
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of said transcribed polypeptide, which anneals with said marker or portion thereof, 
under stringent hybridization conditions. Said sample comprises cells obtained from 
said subject, or from prostate gland or from blood. Said difference is by a factor of about 
at least 2 or about at least 3. 

The specification discloses cDNA and protein sequence of SMARCD-3, a 
member of SWI/SNF related matrix associated actin dependent regulator of chromatin 
family (SMARC). The specification discloses that the SWI/SNF complexes or SMARC 
interact with chromatin and facilitates the function of transcriptional activators, and are 
known in the art (p. 2, last paragraph, p.7, lines 18-22). The specification discloses that 
the sequence for SMARCD-3 is available in the public database Genbank with 
accession number U66619 (p.78, lines 2-4). The specification further discloses that 
primers specific for SMARCD-3 could be designed based the nucleotide sequence of 
accession No: U66619 (p.78, last paragraph). 

The specification contemplates detection of SMARCD-3 in solid prostate tumor 
tissues, using the affymetrix microarray in which cRNA are prepared and hybridized to 
Affymetrix chips (Example 4 on page 79, and page 76, lines 1 5-26). The specification 
discloses that SMARCD-3 is down regulated by androgen, using said microarray (p. 77, 
last paragraph). 

There is however no data showing actual detection of any differential expression 
of SMARCD-3 in prostate tumor tissue as compared to normal prostate tissue. It is 
noted that expression of SMARCD-3 being down-regulated by an androgen is not in any 
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way correlated with a change in mRNA level of SMARCD-3 in prostate cancer tissue as 
compared to normal control tissue. 

It is well known in the art that not every gene is affected in cancer, including 
prostate cancer, in view that gene expression is tightly controlled in cells, e.g. at at least 
four control points, activation of gene structure, initiation of transcription, processing 
transcript and transport to cytoplasm and translation of mRNA (Lewin, B, ed, 1983, 
Genes, Wiley &Sons, New York, p. 428-429). In other words, changes in the level of 
expression of a specific gene associated with cancer is an unpredictable event. Thus 
one cannot determine that SMARCD3 would have differential expression in prostate 
cancer as compared to normal tissue, unless tested, i.e. unless further experimentation 
is done. 

In the absence of subjective data to support the claimed detecting a difference in 
the mRNA level of SMARCD-3 in prostate cancer tissue as compared to normal 
prostate tissue, one cannot assess the claimed method, and further experimentation is 
required to demonstrate that there is a difference in the mRNA level of SMARCD-3 in 
prostate cancer tissue as compared to normal prostate tissue. 

Further, the disclosed method using affymetrix microarray in which cRNA are 
prepared and hybridized to for use to monitor the expression of SMARCD-3 is based on 
6000 genes (specification, p. 76, lines 25-26), which is under-represented of all mRNAs 
in a cell. It is known that cells in the human body seem to have approximately 100,000 
genes and the differences among different types of cells are believed to reflect the 
differential expression of the 100,000 or so genes (WO 95/20681, p. 2, last paragraph). 
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Further, a typical conventional cDNA library should have a clone complexity of at least 
10 6 clones (WO 95/20681 , p.4, lines 33-35). Thus it is clear that not all of the 100,000 
or so genes is represented. It is noted that from screening underrepresented libraries, a 
polynucleotide that is not expressed in one library or is expressed in another appears to 
be an artifact of the analytical system and cannot be extrapolated to a prediction of 
whether that the polynucleotide is over or underexpressed in the tissue "represented" by 
the library. 

For reasons set forth above the disclosure satisfies none of the criteria for a 
specific, substantial utility See In re Kirk, 1 53 USPO 48, 53 (CCPA 1 967) (quoting the 
Board of Patent Appeals, 'We do not believe that it was the intention of the statutes to 
require the Patent Office, the courts, or the public to play the sort of guessing game that 
might be involved if an applicant could satisfy the requirements of the statutes by 
indicating the usefulness of a claimed compound in terms of possible use so general as 
to be meaningless and then, after his research or that of his competitors has definitely 
ascertained an actual use for the compound, adducing evidence intended to show that a 
particular specific use would have been obvious to men skilled in the particular art to 
which this use relates.'). In Brenner, the Court approved a rejection for failure to 
disclose any utility for a compound where the compound was undergoing screening for 
possible tumor-inhibiting effects and an adjacent homologue of the compound had 
proven effective. Brenner, 148 USPO at 690. Here, there is no evidence that the 
claimed method of detecting prostate cancer by detecting a significant difference in the 
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mRNA level of SMARCD-3 in a sample as compared to a control has any substantial 
utility. 

The specification essentially gives an invitation to experiment wherein the artisan 
is invited to elaborate a functional use for the disclosed nucleic acids. Because the 
claimed invention is not supported by a specific, substantial asserted utility for the 
reasons set forth, credibility of any utility cannot be assessed. 

REJECTION UNDER 35 USC 112, FIRST PARAGRAPH, ENABLEMENT 

Claims 1-7, 11-15 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. 

A. Specifically, since the claimed invention is not supported by a well established 
utility for the reasons set forth in the rejection under 35 USC 101 above, one skilled in 
the art clearly would not know how to use the claimed invention for practical benefits. 

B. Further, one cannot extrapolate the teaching in the specification to the 
enablement of claims 1-7, 11-15, because one would not know how to make the 
invention, due to the lack of disclosure in the claims and in the specification the 
actual sequence structure of SMARCD-3. 

It is noted that there is no disclosure in the specification what the sequence 
structure of SMARCD-3 is under sequence listing, nor the structures of primers specific 
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for SMARCD-3 for use in the claimed method. The specification discloses that SMARC 
genes have been elucidated and incorporates by reference the publication by Ring et 
al, 1 998, Muchardt et al, 1 999, and Wallberg et al, 2000 (p. 7, lines 1 8-22). The 
specification further discloses that SMARCD-3 cDNA is available in the sequence 
database Genbank with accession number U66619, and that the publications and 
sequence databases provide those of skill in the art with the genes needed (p. 78, first 
paragraph). Further the specification discloses that primers for SMARCD-3 can be 
designed based on the sequence of SMARCD-3 available from Genbank Accession 
number U66619 (p. 73, last two lines under "Quantitative Taqman RT-PCR, p.78, last 
paragraph). 

A review of the references by Ring et al, 1998, Muchardt et al, 1999, and 
Wallberg et al does not reveal any actual sequence structure of SMARCD-3, except 
recitation of Genbank Accession number U66619 by Ring et al, p. 140, paragraph 
before last. 

One would not know how to carry out the claimed method, based solely on 
Genbank sequence number, because a sequence from a particular Genbank sequence 
accession number could be updated, i.e. changed including deletion of several 
nucleotides, or the accession number could be removed from Genbank database, due 
to a request from the inventor of said sequence (see Interview summary with Eric 
Sayers, a GenBank representative, on 1 1/24/03). Thus based solely on Genbank 
sequence accession number, it would not be expected that a polynucleotide sequence 
based on Genbank accession would remain the same, or available to the public. 
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Further, the Genbank Accession number U66619 is an essential material for 
designing primers to use in the claimed method of detection of prostate cancer. 
However, incorporation by reference of the Genbank Accession number U66619, is 
improper, according to MPEP 6.19 which teaches that incorporation of essential 
material in the specification by reference to a foreign application or patent, or to a 
publication is improper. Applicant is required to amend the disclosure to include the 
material incorporated by reference. The amendment must be accompanied by an 
affidavit or declaration executed by the applicant, or a practitioner representing 
the applicant, stating that the amendatory material consists of the same material 
incorporated by reference in the referencing application. In re Hawkins, 486 F.2d 569, 
179 USPQ 157 (CCPA 1973); In re Hawkins, 486 F.2d 579, 179 USPQ 163 (CCPA 
1973); In re Hawkins, 486 F.2d 577, 179 USPQ 167 (CCPA 1973) (see MPEP 6.19 and 
6.19.01). 

Given that a sequence of a particular Genbank accession number could change 
or could be removed from the Genbank database, the lack of adequate disclosure in the 
specification, and in view of the complex nature of the claimed invention, and little is 
known in the art about the claimed invention, one of skill in the art would be forced into 
undue experimentation to practice the claimed invention. 

C. Moreover, it is noted that a difference in the mRNA level of SMARCD-3 in 
prostate cancer tissue as compared to normal prostate tissue in claims 1-7, 11-15 
encompasses either an increase or a decrease of the mRNA level. 



Application/Control Number: 09/997,424 Page 13 

Art Unit: 1642 

It is further noted that a difference factor of about at least 2 or of above at least 
3 encompasses a range of any number of factors as long as they are above 2 or 3, for 
example, 1000 fold difference. 

Since one cannot predict whether there is a difference in mRNA level of 
SMARCD-3 in prostate cancer tissue, as compared to normal prostate tissue, one 
cannot predict whether said difference is an increase or a decrease in mRNA level of 
SMARCD-3 in prostate cancer tissue, as compared to normal prostate tissue. Similarly, 
one cannot predict whether said difference is by a factor of about at least 2 or above at 
least 3, which reads on a range of any number of factors as long as they are above 2 or 
3, for example, 1000 fold difference. 

Without further guidance as to whether mRNA level of SMARCD-3 decreases or 
increases in prostate cancer tissue, as compared to normal prostate tissue, it would not 
be possible to use the claimed invention. 

D. Moreover, claims 1 , 3 and dependent claims 2, 6-7, 11-15, as drawn to a method 
of assessing whether a subject is afflicted with prostate cancer, comprising determining 
the expression level of SMARCD-3 marker in a sample, or a cell, encompass a method 
of assessing whether a subject is afflicted with prostate cancer, comprising determining 
the expression level of SMARCD-3 marker in a sample, wherein said sample comprises 
"cells from any tissue" to which prostate cancer has metastasized. 

Since one cannot predict whether there is a difference in mRNA level of 
SMARCD-3 in prostate cancer tissue, as compared to normal prostate tissue, one 
cannot predict whether cells from any tissue to which prostate cancer has metastasized, 
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or metastasized prostate cells would still over- or under-express SMARCD-3, as 
compared to normal prostate tissue. It is well known in the art that expression of a 
sequence could be lost during the progression toward metastasis. For example, Kibel, 
AS et al, 2000, J urol, 164(1): 192-6 teach that gene expression in the chromosomal 
region 12p12-13 is different in primary and metastatic prostate cancer cells, and that 
inactivation in the chromosome region 12p12-13 occurs prior to metastasis. Zhau, HE, 
1994, J Cell Biochem, Suppl 19: 208-216, teach expression of various biomarkers 
associated with prostate cancer progression. Zhau et al teach that in prostate cancer, 
PC-3N35 subclones which are cloned from primary and metastatic sites (lymph node, 
kidney and bone), show difference in the levels of protein expression of various 
markers, such as c-erbB, vimentin, ICAM-1, cytokeratin, collagen IV between the 
parental PC-3N35 clone and its metastatic subclones (p.209 and table 1) and that the 
subline derived from the metastatic site lymph node has a 12p:17q translocation, 
whereas the bone-derived subline contains an isochromosome 7q (p. 21 1 , first column, 
first paragraph). Cheung S T et al, 2002, Cancer Research, 62(16): 471 1-21 , teach that 
from 63 metastatic clones, 39 known genes and 24 express sequence tags are down- 
regulated, whereas in other 27 metastatic clones 14 known genes and 13 express 
sequence tags are up-regulated. Thus one cannot predict whether cells from any tissue 
to which prostate cancer has metastasized, or metastasized prostate cells would still 
over- or under-express SMARCD-3, as compared to normal prostate tissue. 

It is noted that MPEP 21 64.03 teaches that "the amount of guidance or direction 
needed to enable the invention is inversely related to the amount of knowledge in the 
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state of the art as well as the predictability of the art. In re Fisher, 427 F.2d 833, 839, 
166 USPQ 18, 24 (CCPA 1970). The amount of guidance or direction refers to that 
information in the application, as originally filed, that teaches exactly how to make or 
use the invention. The more that is known in the prior art about the nature ot the 
invention, how to make, and how to use the invention, and the more predictable the art 
is, the less information needs to explicitly stated in the specification. In constrast, if little 
is known in the prior art about the nature of the invention and the art is unpredictable, 
the specification would need more detail as how to make and use the invention in order 
to be enabling ." 

Thus in the absence of objective evidence that there is a difference in mRNA 
level of SMARCD-3 in prostate cancer tissue as compared to normal prostate tissue, in 
view of the unpredictability of the existence of said difference, and further in view of the 
complex nature of the claimed invention, and little is known in the art about the claimed 
invention, one of skill in the art would be forced into undue experimentation to practice 
the claimed invention. 

E. Moreover, due to the language "a" transcribed polynucleotide in claim 1 1 , claims 
11-14 encompass a method of assessing whether a subject is afflicted with prostate 
cancer, comprising determining the expression level of SMARCD-3 marker, wherein 
said level of expression is assessed by detecting the presence of "any unrelated" 
transcribed polynucleotide or portion thereof, and wherein a significant difference in the 
expression level of said marker in a sample and a control sample indicates the 
presence of prostate cancer. 
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One cannot extrapolate the teaching in the specification to the scope of the 
claims 11-14, because the claimed method would detect the expression of unrelated 
sequences, and thus it is unpredictable that any significant difference in the expression 
level of said unrelated sequences between prostate cancer and normal control would be 
detected, because it is well known in the art that not every gene is affected by cancer. 

The specification does not disclose a method for assessing whether a subject is 
afflicted with prostate cancer by detection of any unrelated transcribed polynucleotide 
other than SMARCD-3 of accession number U66619. The specification does not 
disclose how to assess whether a subject is afflicted with prostate cancer, wherein the 
presence of an unrelated transcribed polynucleotide or portion thereof is detected. 

Given the unpredictability of the existence of any significant difference in the 
expression level of unrelated sequences between prostate cancer and normal control, 
as detected using the claimed method, the lack of adequate disclosure in the 
specification, and in view of the complex nature of the claimed invention, and little is 
known in the art about the claimed invention, one of skill in the art would be forced into 
undue experimentation to practice the claimed invention. 

F. In addition, claim 15 encompasses a method of assessing whether a subject 
is afflicted with prostate cancer, by detecting unrelated polynucleotide or portion 
thereof under hybridization conditions that allow annealing of sequences of at least 
60%, 70%, 80%, 85% or 90% homology to SMARCD-3 polynucleotide. 

It is noted that the specification discloses that "hybridization under stringent 
conditions" is intended to describe conditions under which nucleotide sequences at 
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least 60%, 70%, 80%, 85% or 90% homologous to each other typically remained 
hybridized to each other (p. 23, lines 16-21). 

One cannot extrapolate the teaching in the specification to the scope of the claim 
15, because the claimed method would detect the expression of unrelated sequences, 
or variants of at least 60%, 70%, 80%, 85% or 90% homology to SMARCD-3 marker 
with unknown structure, and function, that are attached to SMARCD-3 marker, or 
portion thereof, i.e., sequences hybridized to SMARCD-3 marker, or portion thereof, 
under stringent hybridization conditions. Thus it is unpredictable that any significant 
difference in the expression level of said unrelated sequences between prostate cancer 
and normal control would be detected, because it is well known in the art that not every 
gene is affected by cancer. 

The specification does not disclose how to assess whether a subject is afflicted 
with prostate cancer, wherein the presence of an unrelated transcribed polynucleotide 
or portion thereof, i.e. a transcribed polynucleotide that anneals with the claimed marker 
or portion thereof under stringent hybridization conditions, is detected. 

Given the unpredictability of detecting any significant difference in the expression 
level of unrelated sequences between prostate cancer and normal control, using the 
claimed method, the lack of adequate disclosure in the specification, and in view of the 
complex nature of the claimed invention, and little is known in the art about the claimed 
invention, one of skill in the art would be forced into undue experimentation to practice 
the claimed invention. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MINH-TAM DAVIS whose telephone number is 703- 
305-2008. The examiner can normally be reached on 9:30AM-4:00PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, ANTHONY CAPUTA can be reached on 703-308-3995. The fax phone 
number for the organization where this application or proceeding is assigned is 703- 



Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is 703-308- 
0916. 



872-9306. 




MINH TAM DAVIS 



PATENT EXAMINER 
November 24, 2003 
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REMARK 

It is noted the amendment of paper No:1 1 , on 09/1 7/03 concerning amending 
SMARC1 to SMARCD1 , and SMARC3 to SMARCD3 does not constitute new matter. It 
is clear that SMARC1 is intended to be SMARCD1 , and SMARC3 is intended to be 
SMARCD3, because they are referred to the same Genbank accession numbers, 
U66617 and U66619, respectively. 

CONSULATION WITH SPE ANTHONY CAPUTA AND PRIMARY KAREN CANELLA 
ON 11/21/03 

1) The language "normal" in claim 1 would not be objected to or rejected, because it 
is clear to one of skill in the art what normal prostate cell is. 

2) The language "correspond " in claim 2 would not be objected to or rejected, 
because it is clear to one of skill in the art what "correspond" means. 
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3) Claims 11-14 however would be rejected under written description and scope of 
enablement for the use of the language "a" transcribed polynucleotide or portion thereof. 
Futher, since the polynucleotide is rejected, "portion thereof would be rejected as well. 
There is no need for a different scope rejection for portion, since it is routine in the art to 
design proper primers for detection of portion specific for a known full length 
polynucleotide sequence. 

4) Claims 11, 14, 15 would not be rejected for using the language detecting the 
"presence" a polynucleotide, whereas a difference in the expression level and not the 
presence is required for the method of claim 1 , because it is clear to one of skill in the 
art what claims 11, 14, 15 mean. 

CONSULTATION WITH SPECIALIST BRIAN STANTON ON 11/26/03 

1. The method claims 1-7, 11-15 lacks utility although the product SMARCD-3 has 
utility (related to apoptosis). 

2. Recitation of genbank sequence only, which is an essential material to carry out 
the claimed method, is an improper incorporation of reference, under 112, first 
paragraph. 

3. Claims 11-14 are rejected under 112, first paragraph for the use of the language 
detecting "a" transcribed polynucleotide in claim 1 1 , because it reads on detecting 
unrelated polynucleotide. Written description rejection is not necessary. 

4. Claim 13 does not miss a method step. The claim does not have to recite every 
single step. 
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5. Claim 15 is rejected under 112, first paragraph, because the claim reads on 
detecting prostate cancer, by detecting unrelated sequences that are hybridized to the 
claimed marker. Written description rejection is not necessary. 



